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1.#ag  lobitridol Sterile Solution 350 mg/mL, 100 mL
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2.1 guuuy Wumsazapdseands dwmiudatimaaaidaad

2.2 saulsznay Usznaudiodaen lobitridol 1idl iodine 350 mg 1% 1 mL
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3.1 Finish product specification'”

1. USnaaasndeny 90.0 - 110.0 % L.A. of lodine

2. |dentification test m’ﬁwhu@l’mﬁth Finished product specification
3. lodide @Sd%ﬂﬂuﬂﬁwﬁiquu Finished product specification
4. pH m’mmumuﬁlsquu Finished product specification
5. Sterility test , mwmumu‘ﬁi:q‘lu Finished product specification
6. Bacterial endotoxins Gli’aﬁ]mumu‘ﬁ'ﬁ:qlu Finished product specification
7. Particulate matter mmmumu'ﬁ'i:q‘lu Finished product specification
- 9u1@ = 10 pm 'LiiAn 6,000/container

- 9Wa 2 25 pm LiAu 600/container

8. Volume in container mmmumwﬁ'i:qlu Finished product specification
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180150 2 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL
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1. fomn lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

2. ananliana
& o o
2.1 puuy WussazasUsaanndia dwsude
2.2 dulsznay lu 1 mL Usznaueludasn lopamidol 612.4 mg (300 mg lodine) uazlugasdriufansi

1w suitable buffers Wag Edetate Calcium Disodium (1% Stabilizer) USunananwasidu
gautsznay
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3. AmANIAN1IINARA

Nan’lim?ﬁmﬂ:ﬁqmnﬂwLﬂu‘lﬂmu Finished product specification waz Drug substance specification ﬁ
FBsnnindrdiuatudoatu Soldrenafoudedminnuamenssunisamisuasen NIENTHITIIHEY Yradi
wndrduildnssidaaduasufifisurimielniniunasgndsdisuladisunils awdszmensinag
DI 389 YA NW.7.2556 80TUT 11 BN W.A.2556 (aaﬂszmﬁ‘[uﬁmﬁamgmnmi’uﬁ 10 Jguem
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3.1 Finish product specification'™"”
Test Item USP 35 BP 2013
1. YSandaendamy 95.0 - 105.0% of the L.A. of lopamidol | 95.0 - 105.0% of the L.A. of lopamidoi
2. ldentification ATINU ATITHIU
3. Bacterial endotoxins NMT 0.6 USP EU/mg of iodine NMT 0.7 IU per mL
4, pH 65-75 65-75
5. Particulate matter ATINU ATV

- 8WMATWIA 2 10 pm
laiifin 6,000 apmA
- IPMAVUIN 2 25 pm

laiiAin 600 auma

6. Free aromatic amines NMT 0.05% NMT 500 ppm
7. Free iodine ATIHU AU
(aoffa) .................................. Q/ .............. UssFunmeNIINMS
w/ - WEENEWT AfITIANA) \\;\
(GRE12) I . AT nIINNT (GRE 1) N | I nTINANT
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(1).(2)

3.1 Finish product specification (Gia)

Test Item USP 35 BP 2013
8. Limit of free iodide NMT 0.04 mg of iodide/mL NMT 40 ppm
9. Sterility ATIWHU ATIIHB J
10. Volume in container AU AT

11. Related substances

- Impurity H or | : NMT 0.5%
- the area of any other secondary peak
:NMT 0.1%

peaks other than impurities H and |

" NMT 0.2%

3.2 Drug substance specification : lopamido

1),(2]
|()()

Test ltem USP 35 BP 2013
1. USinmarendagy 98.0 - 101.0% of lopamidol 98.5 - 101.0% of lopamidol
(Calculated on the dried basis) (Calculated on the dried substance)
2. identification ATIININ AN
3. Appearance of solution - Clear and colourless
4. Acidity or alkalinity - ATIINU
5. Specific rotation 46° to -5.2° -4.6° to -5.2° (Dried substance)
6. Loss on drying NMT 0.5% NMT 0.5%
7. Residue on ignition NMT 0.1% -
8. Sulfated ash - NMT 0.1% *
9. Bacterial endotoxins - Less than 1.4 1U/g
10. Free aromatic amines NMT 0.02% NMT 200 ppm
11. Free iodine ATITHIN NMT 10 ppm
12. Limit of free lodide NMT 0.001% NMT 10 ppm
13. Free acid or alkali ATIINH -
14. Heavy metals NMT 0.001% NMT 10 ppm
15. Related compounds By liguid chromatography By liquid chromatography
- Sum of impurities H and | : NMT 0.5% - Sum of impurities H and | : NMT 0.5%
- impurites A, B,C,D,E, F, G, J, K - Impurities A, B, C, D, E, F, G, J, K
. for each impurity, NMT 0.1% : for each impurity, NMT 0.1%
- Any other individual impurity : for each - Any other impurity : for each Impurity,
Impurity, NMT 0.1% NMT 0.1%
-Total impurity other than iopamidol - Sum of impurities other than H and 1
related compound C and 2-chloro- - NMT 0.2%
derivative : NMT 0.2%
aa%a) ................................................................... YTz TuamENITNNT
‘,,/ﬁ (WIBENEWT AfITTNA) _
(aa%a) ................................................. n3ITUNIT (ao%a) ................................................. nIVNIT
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- the sum of the areas of any secondary




Ad A Y Y . o & el o “ AVL wa s o
vanzmq - nstineemaouudimariu waive) mamaseuTemsinensla Wiiusasenmmanguaind i laiueyiadag
a - LA < - 3
- Drug substance specification fi913nnaNlUAinTzivesinia dug substance #ialuAlATEw drug substance 189

[P o = o “ A 4o a s o o do
ENG@U’]mL?QEﬂ Q‘UU‘L@%UUV\%Q ‘ﬂ\‘l&m'ﬁ@'ﬁ?'ﬂ?Lﬂ'i'l:“ﬂﬁﬂ“qﬂ‘ﬂ?'ﬂﬂﬂﬂ'\'ﬁ%ﬂ

Gauludu g
1. éwtmﬂ'\wmmanmsn'\s"l,ﬁs”uagzy'm’fuml,ﬁsu@‘iﬁ’umtﬁ‘aaﬁmmuluﬂszma'lm Lazfuad (declare)
UREINR®
1.1 luﬁﬁﬂ"tyn'm{uﬂuﬁuue‘i'r}‘um (0.2 N8.3 NY.4 URILANTT)
1.1.1 lunsdifduefindaludszmalng naneds ne.2
11.2 luﬂitﬁ‘ﬁlLﬂuﬂﬁﬁﬁL’ﬁ"]Lﬁﬂﬂ’ﬁLLﬂ\'l‘UiSﬁZ nypdls ne.3
1.1.3 luny@fduenihthandnadssma sunods no.4
12 Tudwedunsfouesn no.1/o.1 28sauaman ws’aumnauﬁmﬁ’ﬁanﬁmﬁquqmwwmaanﬁmﬁm«ﬁ
ﬁﬁuﬁ’ffuﬂuﬁﬂ% (finished product specification) LLax’ﬁ'aﬁ'muﬂqmn’IW'u aoi’wqau (drug substance
specification) nszﬁ*ﬁag:i:‘vi'j’mmnﬁﬁauuﬂamrﬂmﬁmﬁu A2 IUNULNRTAUMIMWENBMTVBUA 1D (8.5)
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Sterile water for injection 100 mL

1.Zaen  Sterile water for injection 100 mL

2. amanyana i

2.1 gﬂuuu
2.2 MIULUI

23 287N
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ﬁdﬁdﬁﬁ%%'uusiagml,ﬁuamafiaﬂ 60 mL
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3. AANLANINAKA

Nammﬁi}’imﬁ:ﬁqmnﬁwLﬁuv[ﬂﬂ’m Finished product specification L&z Drug substance specification f1
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3.1 Finish product specification“”‘z’
Test Item USP 35 BP 2013

1. Acidity or alkalinity / pH - AT

2. Water conductivity ATIINIU AT

3. Oxidisable substances ATIEU ATIVU

4. Chlorides - NMT 0.5 ppm

5. Nitrates - NMT 0.2 ppm

6. Aluminum - NMT 10 ppb

7. Sulfates - AU

8. Ammonium - NMT 0.2 ppm

9. Calcium and magnesium - ATV
10. Residue on evaporation - NMT 0.003%
11. Particulate matter AT AT

- 4179 > 10 pum 'lLaitfin 6,000 aynna/container '

- wu1a > 25 um laiifis 600 ayne/container
12. Sterility tests AT AU
13. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL NMT 0.25 1U/mi
14. Volume in container ATIVHIN ATIU

UsTsUAMENIINNIT .
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3.2 Drug substance specification : lopamidol "?

Test ltem USP 35 BP 2013
1. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL NMT 0.25 HW/ml
2. Water conductivity ATIINN ATITHIW
3. Total organic carbon Nl NMT 0.5 mg/L
4. Nitrates - NMT 0.2 ppm
5. Aluminum - NMT 10 ppb
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